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Rx Thudc néy chi dimg theo don thuée

Nacid capsule 150mg

Poc ki hwéng din sit dung trude khi ding. Pé xa thm tay tré em.

1. TEN THUOC

Nacid capsule 150mg

2. THANH PHAN CONG THUC THUOC
Théanh phéan hoat chat:

Nizattding. . conv s 150,0 mg
Thanh phi‘m ta duge: Lactose hydrate, sodium lauryl sulfate, magnesium stearate, nang rong (nép: :
mau vang, in “150mg” / thdn: mau vang nhat, in “NACID")
\

Thanh phz'fm ta duoe vo nang cimg: Gelatin, titanium dioxide, yellow No.5, yellow No. 203, purified
water
3. DANG BAO CHE
Vién nang cirng
Mb ta; Vién nang cing (ndp: mau vang, in “150mg” / thdn: mau vang nhat, in “NACID”) c¢6 chira
bot hodc hat mau trffmg nga.
4, CHI PINH
Giam acid dich vi trong diéu trj cac bénh sau:

- Loét ta trang

- Loét da day lanh tinh

- Phong ngira tai phat loét ta trang hodc loét da day lanh tinh

- Bénh trao nguoc da day-thuc quan (bao gOm #n mon, loét va ¢ chua kem theo)

- Loét da day va/ hoéc ta trang lién quan dén viée str dung dong thoi thude chéng viém khong

steroid

5. LIEU DUNG VA CACH DUNG
Li¢u hrong:
Ngueoi lon:
1) Dé didu tri loét ta trang: liéu khuyén céo hang ngay la 300 mg vao budi téi. Diéu tri nén tiép tuc
trong bén tuan, mac di khoang thoi gian nay c6 thé giam xudng néu qué trinh lanh bénh duge xdc
nhén sém hon bang néi soi. Héu hét céc vét loét sé lanh trong vong bdn tudn, nhung néu vét loét
chua lanh hoan todn sau khi didu tri bén tudn, bénh nhan nén tiép tuc diéu tri thém bdn tuan nira.
2) Dé diéu tri loét da day lanh tinh: lidu khuyén céo hang ngay la 300 mg vao budi tdi trong bbn
tudn hodac, néu can, tam tudn. Trude khi didu tri bﬁng nizatidine, can luu vy loai trir kha néng ung thu
da day.
Néu duoc uu tién, lidu 300 mg méi ngay dé didu trj loét ta trang hoiic loét da day lanh tinh ¢ thé
duoe chia lam hai 1dn 150 mg vao bubi sang va budi tdi.
3) Pé du phong tai phét loét da day té trang hofic lanh tinh (diéu trj duy tri dy phong): lidu khuyén
c4o hang ngay 1a 150 mg vao budi toi.
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4) Dé diéu tri bénh trao nguge da day thuc quan: lidu khuyén céo 1a tir 150 mg x 2 lan / ngay dén
300 mg x 2 ldn / ngay. Li¢u phdp kéo dai dén 12 tuan duge chi dinh cho cdc truomg hop dan mon,
loét va ¢ chua kém theo.

5) Dé diéu tri loét da day va / hodc t4 trang lién quan dén viée str dung dong thoi thube chéng viém
khéng steroid: lidu khuyén cao hang ngay 1a 300 mg mdi ngay (300 mg trude khi di ngt hodie 150
mg hai ldn mdi ngay, vao budi séng va budi i) trong tdi da 8 tuén. G hau hét cac bénh nhan, cac
vét loét sé lanh trong vong 4 tuan, Trong thoi gian didu tri, c6 thé tiép tuc sir dung thude chong
viém khong steroid.

Nauoi cao tuoi: Tudi tac khéng anh huéng dang ké dén hiéu qua va d an toan. Thong thuong
khéng cén didu chinh liéu lugng, ngoai trir nhitng bénh nhan bj suy than tir trung binh dén nang (do
thanh thai creatinin dudi 50 ml / phat).

Déi tirgng tré em: Chua xéc dinh dugce tinh an toan va hiéu qua cta nizatidine ¢ tré em. Khong co
san dir liéu.

Bénh nhan suy thdn: D61 voi bénh nhin suy thdn trung binh (d§ thanh thai creatinin dudi 50 ml /
phiit) hodc bénh nhan suy thén niing (d¢ thanh thai creatinin duéi 20 ml / phat), nén giam liéu lugng

nhu sau:

Chi dinh Suy than trung binh Suy thén nang

Loét té trang 150 mg vao budi toi 150mg céch ngay

Loét da day lanh —_—

inh v 150 mg vao budi toi 150mg cach ngay
n

Phong ngira tdi
phat loét ta trang | 150 mg vao budi tdi cach | 150 mg vao bubdi tbi mdi ngay
hodc loét da day | ngay thir ba
lanh tinh

Bénh trdao nguge
da day-thuc quan
(bao gdm &n mon,

Tu 150mg mbi ngiy, lén | Tir 150mg céch ngay, lén 150mg

150mg mdi ngay 2 lan mdi nga
loét va ¢ chua kem & gay By
theo)
Loét da day va /
hodc ta trang lién
uan dén viée str G )
: - 150 mg vao budi to1 150mg cach ngay

dung dong thoi
thuéc chong viém
khong steroid

6. CHONG CHI PINH
Qué mén véi hoat chét, bt ky chét déi khang thu thé H2 nio khéic hodic voi bit ky ta duge nao.

7. CANH BAO VA THAN TRONG KHI DUNG THUOC

Vi nizatidine duoc chuyén héa mét phin qua gan va bai tiét chi yéu qua than, bénh nhén bi suy
giam chirc ning gan hodc than nén duge diéu tri than trong.

Pap (mg triéu chimg véi liéu phap nizatidine khong loai trir sy hién dién ctia ung thu da day.
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Vién nang Nacid capsule 150mg c¢6 chia lactose. Nhimg bénh nhan c6 chc van dé di truyén hiém

pip vé khong dung nap galactose, thién hut Lapp lactase hodic kém hap thu glucose-galactose khong

nén ding thude nay.

8. SU'DUNG CHO PHU NU €O THAI VA CHO CON BU

Thoi ky mang thai

Tinh an toan ctia nizatidine dé sir dung trong thoi ky mang thai vAn chua duge thiét lap. Céc nghién

ciu trén dong vat cho thiy khong cé bang chimg vé kha nang sinh san bj suy giam hogc gy qudi

thai do nizatidine. Nizatidine chi nén duogc str dung cho phu nit c6 thai, hodc nhiing nguoi dang c6

ké hoach mang thai, néu lh:ﬁy thuce sur cAn thiét, va sau dé than trong.

Thai ky cho con bu

Céc nghién ciru duge thue hién & phy nit cho con bu da chi ra réng 0,1% lidu udng nizatidine duge

tiét vao sita me tuong tmg voi nong do trong huyét twong. Do sy suy giam tang truéng ¢ chudt con

duge nudi bai chudt dang cho con bl dugce diéu tri béing nizatidine, nén chi diing thube nay cho ba

me dang cho con bt néu thay thye sy can thiét.

9. TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY

Khéng c6 anh huong ctia nizatidine dén kha ning lai xe hodc sir dung mdy moc.

0. TUONG TAC, TUONG KY CUA THUOC

Twong tac thube

Cé bing ching cho thdy nizatidine uong khong anh huong dén ndng d6 huyét thanh cua

aminophylline, theophylline, chlordiazepoxide, diazepam, lidocaine, phenytoin, ibuprofen,

metoprolol, warfarin hodc lorazepam.

Nizatidine khéng trc ché h¢ théng enzym chuyén héa thude lién két voi cytochrom P450 ¢ gan,

nhung c¢6 thé lam tang hip thu salicylat khi ching duge sir dung vaéi lidu lugng rédt cao. Tuy nhién,

nizatidine va céc chit déi khang thy thé histamine H2- khac c6 thé lam giam sw hép thu & da day

clia cae thude ma sy hap thu phy thude vao pH dich vi ¢6 tinh acid. Khoang 35% nizatidine lién két

Vol protein huyét twong. Warfarin, dlafepam paracetamol, propantheline, phenobarbitone va

propranolol khéng anh hudng dén su gin két véi protein huyét twong cua nizatidine trong bng

nghiém.

Sy héip thu nizatidine khong bi anh huong déng ké vé mat 1am sing boi lugng thiie an, thude khang

cholinergic, hoéic thuée khang acid.

Twong ky thube

Do chura ¢6 nghién citu vé kha nang tuong thich, khong duge tron JAn thude nay vai cée thube khac.

11. TAC DUNG KHONG MONG MUON

Trong céc thir nghiém ldm sang quy mé lén, chimg dd md hoi va may day phd bién hon dang ké ¢

nhitng bénh nhéan dugce diéu tri bing nizatidine khi so sanh véi gia duge. Trong cdc thir nghiém nay,
1.9% bénh nhan duge diéu tri bi budn nga, so véi 1,6% bénh nhan ding gia duge (khong cé y

nghia).

Trong céc thir nghiém twong ty, bénh nhan dugce diéu tri bing ca nizatidine va gia duge déu co ting

transaminase hodc phosphatase kidém nhe, thoang qua, khéng tri¢u chimg; cdc trudng hop hiém hoi

tang 1o rét (> 500 iw/1) xdy ra ¢ nhimg bénh nhén duge diéu tri bang nizatidine. Tuy nhién, ty 1¢

chung cta cdc trudmg hop ting men gan va tang dén 3 lan gidi han trén ctia mic binh thudng,

khong khac biét dang ké so voi gia duge. Tét ci céc bat thuomg déu c6 thé héi phuc sau khi ngung
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ding nizatidine. Viém gan va vang da da dugc béo céo. Cace truemg hop hiém gap cua ton thuong (&
bao gan va t& bao gan (r mat hodc hon hgp kem theo vang da cting dé dugc bdo céo, tinh trang nay
thuong hoi phuc sau khi ngimg thuoc.

Céc tac dung sau u‘mb hiém khi duoc bdo céo, ban xuat huyét giam tiéu cau, giam tiéu cau gy tit

vong, giam bach cau, mAt bach céu hat, thiéu mau, viém da tréc vay, viém mach, dau khop, dau co,
nit héa tuyén v, liét duong, tang acid uric mau, sdt, budn nén va rbi loan tim thin c6 hdi phue.

Céc trudmg hop phan g qua man hiém gap (vi du, co thit ])he quan, phi né thanh quén, phét ban,
ngtra va ting bach cau 4i toan), bénh huyét thanh va phan vé da dugc béo céo.

RAt hiém khi dau ddu va tiéu chay duge bao cdo.

Théng bdo cho bdc st nhitng tac dung khong mong mudn gdp phai khi sie dung thuéc.

12.  QUA LIKU VA XU TRi

Triéu chimg

Cé rét it kinh nghiém vé qua liéu & ngudi. Thir nghi¢m & liéu lwong rit cao trén dong vét, nizatidine
di duoc chimg minh la twong d6i khéng doc. Céc nghién ciru trén dong vt cho thiy co thé xay ra
cac tac dung kiéu cholinergic, bao gém chay nudc mit, tiét nude bot, ndn mira, phan nat va tiéu
chay sau khi uéng liéu luong rt lon.

X tri

Diéu tri triéu chimg va hd trg duge khuyén khich. Than hoat, gdy non hodic rira ¢6 thé lam giam hap
thu nizatidine. Kha néng loc mau dé loai bo nizatidine khoi co thé van chua duoge chimg minh mgt
cach thuyét phuc. Tuy nhién, phwong phap nay duge cho la khong hiéu qua, vi nizatidine ¢6 thé tich
phén bd 1om.

13. CACPAC TINH DUQC LUC HQC

Nhém duge ly: Thube diéu tri loét da day ta trang va bénh trdo ngugce da day-thye quan (GORD),
thude déi khang thu thé H2, ma ATC: A02BA04

Nizatidin ttc ché canh tranh véi tic dung cta histamin & thu thé H2 cta céc té bao thanh da day, lam
giam bai tiét acid dich vi ca ngay va dém, ca khi bi kich thich do thic in, histamin, pentagdslun
cafein, insulin. Hoat tinh khang thy thé H2 ctia nizatidin c6 tac dung thufn nghich. Tac dung tic ché
bai tiét acid dich vi do kich thich ctia nizatidin twong tw nhu ranitidin va manh h hon cimetidin 4 - 10
lan. Sau khi ubng mot liéu nizatidin 300 mg, bai tiét acid da day vao ban dém b trc ché 90%, kéo
dai toi 10 gio va bai tiét acid da day do kich thich béi thire an bi (e ché 97% kéo dai téi 4 gio. Ty
theo lidu dung, nizatidin cling gian tiép lam glam bai tiét pepsin do giam thé tich bai tiét acid dich
vi, T4c dung (e ché cla nizatidin dbi voi bai tiét acid da day khong co tinh chét tich liy va tinh
nhom thube ciing khong phat trién nhanh. Da s6 nghién ciru cho 1a khéng c6 hién tugng lang bai tiét
acid da day sau khi hoan thanh diéu tri & ngudi bi loét ta trang. Nizatidin gay tang bai tiét yéu t6 noi
tai do betazol kich thich. Thude c6 thé bao vé niém mac da day, chbng lai tac dung kich ting clia
mdt sé thube (nhu thube chéng viém khong steroid). Nizatidin khong c6 tac dung nhiéu dén nong
do huyét thanh cta gastrin, gonadotrophin, prolactin, hormon tang truong, hormon khang niéu,
cortison, testosteron, S-a-dihydrotestosteron hodc estradiol..

14, CACDAC TINH DUQC DONG HQC

Kha dung sinh hoc cua nizatidine dung dudng ubng khong bi anh hudéng dang ké boi lugng thire dn,
thube khéng cholinergic hogc thude khang acid.
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Hdp thu

Su hép thu cia nizatidine sau khi ubng dién ra nhanh chong va nong dé dinh trong huyét twong (700
- 1800 ng / ml sau liéu 150 mg; 1400 - 3600 ng / ml sau khi ding liéu 300 mg) thudmg dat duge
trong vong hai gi¢y sau khi ding thudc (khoang 0,5 - 3 gio). Sinh kha dung dudng ubng vuot qua
70% va thoi gian ban thai khoang 1,6 gio.

Phdn bo

Khoang 35% nizatidine lién két voi protein huyét tuong. Warfarin, clta7epam, paracetamol,
propantheline, phenubalbltone va propranolol khoéng anh huong dén su gan két véi protein huyét
trong cua nizatidine trong ong nghi¢m.

Chuyén hoa

Chuyén héa qua gan lan dau tién voi l;fl 1& nho (6%) xé?f ra, nhung nizatidine dwgi;; K.«ii trir chu yéu
qua than, khoang 60% dudi ddng thube khong thay doi, do thanh thai qua thd ‘12 g 500 ml /
phtit. Cac chat chuyén hoa bao gdm desmethyl nizatidine (7%), sulphoxide (6%)¥wva)X- xide (5%).
Desmethyl nizatidine 14 mét chét chuyén hoa ¢6 hoat tinh voi hiéu luc han ché.
Thdi trir

Hon 90% liéu ubng nizatidine (bao gdm ca céc cht chuyén héa) duge bai tiét qu nude tidu trong
vong 12 gio.

15.  QUY CACH DONG GOI

Chai 30 vién
16.  PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG
“ Pitu kién bao quan: Bao quan trong bao bi kin, nhié¢t do dudi 30°C.

>
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Han diing: 36 thang k& tir ngdy san xua.
Tiéu chufn chét hrong: USP 43,
17.  TEN, PIA CHIi CUA €O SO SAN XUAT THUOC
YOUNG IL PHARM. CO. LTD.
@ 6-1, Munhwa 12-gil, Jincheon-eup, Jincheon-gun,

Chungcheongbuk-do, Han Quoc
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